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This is in response to the appeal brief filed 10/18/201 1 appealing from the Office action 
mailed 04/15/2010. 
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(1) Real Party in Interest 

The examiner has no comment on the statement, or lack of statement, identifying 
by name the real party in interest in the brief. 

(2) Related Appeals and Interferences 

The examiner is not aware of any related appeals, interferences, or judicial 
proceedings which will directly affect or be directly affected by or have a bearing on the 
Board's decision in the pending appeal. 

(3) Status of Claims 

The following is a list of claims that are rejected and pending in the application: 
Claims 1-3, 5-14 and 20-25 are pending. 
Claims 1-3, 5-8, 20 and 23-25 are rejected. 
Claims 9-14, 21 and 22 are objected to. 
No claims were withdrawn. 

Claims 1-3, 5-8, 20 and 23-25 are the subject of appeal. 

(4) Status of Amendments After Final 

The examiner has no comment on the appellant's statement of the status of 
amendments after final rejection contained in the brief. 

(5) Summary of Claimed Subject Matter 

The examiner has no comment on the summary of claimed subject matter 
contained in the brief. 
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(6) Grounds of Rejection to be Reviewed on Appeal 

The examiner has no comment on the appellant's statement of the grounds of 
rejection to be reviewed on appeal. Every ground of rejection set forth in the Office 
action from which the appeal is taken (as modified by any advisory actions) is being 
maintained by the examiner except for the grounds of rejection (if any) listed under the 
subheading "WITHDRAWN REJECTIONS." New grounds of rejection (if any) are 
provided under the subheading "NEW GROUNDS OF REJECTION." 

WITHDRAWN REJECTIONS 

The following grounds of rejection are not presented for review on appeal 
because they have been withdrawn by the examiner. No rejection has been made 
under 35 USC 1 1 2, second paragraph of the terms "log P" or "effective amount", 
however as appellants have responded as if one was made, the rejection should be 
considered withdrawn, 

(7) Claims Appendix 

The examiner has no comment on the copy of the appealed claims contained in 
the Appendix to the appellant's brief. 

(8) Evidence Relied Upon 

No evidence is relied upon by the examiner in the rejection of the claims under 
appeal. 

(9) Grounds of Rejection 
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The following ground(s) of rejection are applicable to the appealed claims: 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in 
public use or on sale in this country, more than one year prior to the date of application for patent in 
the United States. 

Claims 1-3, 5-8, 20, 23-25 stand rejected under 35 U.S.C. 102(b) as being 
anticipated by WO02/ 062335 (WO'335 or Lyer). 

WO'335 discloses a stent carrying Rapamycin (a hydration inhibitor) and 
dexamethasone (beneficial agent), (see Abstract, [0061 1], [000126]. Stents are set out 
at [0009], and polymeric carriers for these devices at [00019]. As such, the limitations of 
claims are met by the reference. 

(10) Response to Argument 

Appellant's arguments have been fully considered, but are not found persuasive. 

Appellant argues that Lyer only teaches the use of an extravascular matrix or 
device for the delivery of drugs for the treatment of neointimal hyperplasia. In response, 
this examiner notes that the independent claims do not set out the type or location of 
the device contemplated. Indeed, it is not until claim 24 that the specific device is set 
out. Included among these devices are staples and sutures which must necessarily be 
perivascular. So that while applicant wishes to distinguish the instantly claimed 
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invention from those of Lyer, the instant claims appear to contradict this distinction by 
including devices which are perivascular. 

Appellant also argues that Lyer also lacks elements which deal with 
hydrophobicity and hydrophilicity. In particular, the reference lacks a teaching that the 
log P of the first beneficial substance being delivered is lower than the log P of the 
second substance being delivered. However, these properties are determined by the 
compound itself and are therefore inherent to the claimed compounds. The ordinary 
practitioner is aware that Rapamycin is an extremely hydrophobic substance, and in 
fact, one of the most hydrophobic drugs and often presents challenges to its delivery. 
As such, the reference teaches the delivery of two agents, one of which is more 
hydrophobic (rapamycin), and which is also considered a hydration inhibitor and 
bioactive agent. Applicant fully agrees that the log P of the agents delivered is easily 
determined. Further, the reference teaches delivery of two agents, one of which has a 
lower log P and is more hydrophobic (Rapamycin) than the second bioactive 
(dexamethasone). So that while the reference does not speak to log P or hydrophobic 
characteristics, the compounds themselves must necessarily possess the claimed 
properties and ratio of compounds to be delivered, due to their relative hydrophobic (log 
P) values. Applicant has not altered or modified the claimed compounds in any way to 
make the invention novel. So that even if applicant is claiming these inherent 
characteristics in comparison to each other, the reference clearly anticipates the 
instantly claimed invention. 
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As noted above, no rejection has been made under 35 (JSC 112, second 
paragraph. 

(11) Related Proceeding(s) Appendix 

No decision rendered by a court or the Board is identified by the examiner in the 
Related Appeals and Interferences section of this examiner's answer. 

For the above reasons, it is believed that the rejections should be sustained. 

Respectfully submitted, 

/Carlos A. Azpuru/ 

Primary Examiner, Art Unit 1617 



Conferees: 

/Fereydoun G Sajjadi/ 

Supervisory Patent Examiner, Art Unit 1617 

/Robert A. Wax/ 

Supervisory Patent Examiner, Art Unit 1615 



